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TTOTTO sftT qfRTT TO4FT TOTTTOT 
(TTOFTO ^VTR-) 

TO fcRfr, 14 'TJTTft, 1996 

TO.TO.fr. 89 (*r).—3TWU 3?k WTOT TOTOft 
HfafrTOT, 1945 TO TOT TTTOTOT TOTO % fTO? 'Ffr'R 
from to strt sftaftr ark wtot TOrofr srfafrTOr, 
1940 ( 1940 TO 23) s ft tfRT 12 TOT TOTT 33^ 

TmirorR, htr %■ tto, htototot, hr 2 , 3 , 
totto (j) TOCta 24 'PTkt, 1995 if toth httot % 
ttow ark tIttot +? 4 iui tfrrror (tottto fr^nr) 

fr ’rfa^-ror to TO.TO.fr. 95 (H) TOffrr 24 ’TRkV, 
1995 ski gTOfror frorr toit to, from tot TOfT 
toRrtto %, fror% TTOfTOr gfr TO gmr |, 

tot ttrV^ if, frofrt to Hfrgron ir ?jtt wtot to 

qfrort TORT TOT TORTTO TOT Sf H# TO, TOTTTTfr f<PV 
qff totRt TO TOTOffr % $4 HT-ffr sir ^TT TOT To, 

*L 

HR TORT WTO fr TfcTTO 15-3-95 TO TORT TO 

wet TOT TO TO TO; 


TOt toTOs tottot T toth frroff to tottit^ 

5 fRr to^TO Tot rpnro to from: to: fron g; 

TOR TO, TOSTT TOTTOT, TOTO HfrfrTTO TO 9 TTT 
12 TOt OTTT 33 5 TTT 3 TO TOftTTO TOSfrfr toTO|TT, 

sTfqfsr tttotTO totohjtot tot to tort? % ttort 
jHTrfti 3 Ttr sttottoto totTO frroro, 1945 toTOt^TOto 
TOTT % %p fo ■*■'1 Ri fro frTOTO TOlTO t, TO?^:— 

1. (1) to farori to TOsttt totto nfafa TOr 
wto ttrTO (gcffr ^rTOro) fTOro, 1996 tro 

2 . (2) 3 TTOTO Jr TOTOTTTO TO toTOtj TO TOtT 
?fr I 

2. hWto TOt toito ttrTO froror, 1945 (fror 

TO^r *TO% TOfTOTTO TOTTO faro TOT TOT %) % frqTO 68TT 
% TOTfrTOT ( 3 ) if, "qTOTO % TOPT" URSt %TTOTO TO 

“ w^p tt ir gt fTO?. to ttrs-t TOt tt^rt to toVsto 
qff toJt toTO (TOt ufrof if) %TOq” 

TOT? T I 

3 . TORT fTOR %fWT 122 T if,— 

(=5) TOTOTOT (l) if, % RTOT TO 

Pi^RiTto TOd)”TTO TTSr TOTTTO, *Wk— 


374 GI/96—1 


1 



o 


THE GAZETTE OF INDIA : EXTRAORDINARY 


[Part II—Sec. 3(i)] 


four % iiqfard % faq "w 3 V' 
5 t Wf TFTT 3 ff tf HR? 7 >ft 

m 73? HRRf TT 7TPJ0T HR? 73? %H3f?, 
WRTO, SHRTTH, femr % f-pr HH% 

tHf???? # hhT tt Hit HfHTR, ?h? % 

ftn Hit 7?R ?T H?33T7HH nw ?T Hit 
hw qr Pht writhe n^ ?t H73T?r7T 
Hr ?t Ttf hr rhrt h[h3? I ; 

(•?) rt(h?h (5) it, ' ! hr?h % nr?” H«rr H 

rqpT T7 “HHTH 3? H ^ fHq HO 41R 3? 

aftr hh?h qr ??tf>? Hr hr wttTt (?1h 
?f??f Sr) ?R?TfFr % ht?” uft Hi wrqn i 

4 . ^33? f??H Ht 4TJ^qV 'V' %33? 27H HI H? 

1 Sr, “t/$*T-H$?T % 73R 77” 

-% t/^H——-” 

7^ hr.? 1 

['fir . H . TO 11 014/ls/94^vTTRTT jt cfY RRi R] 

hr, nfafT?? Hf?3 

sffa? affa wtrr 5TRtfT faro, 194 s, 1 - 5-79 tr hr 
^ nrfrPspr *f 4 Hi 4 «q afk Hf-faTT *rtth (54 hr fir«rnr) 
Jr farrJr sjVrfH sftr son?? 5rnTTft, dfafaHH sfH fan? 
(>ftiti>.H5T.) »Tr «Nr«n ff, afafHe fi riw^rr tw Fttot 
> f dmr * trh? hth-II «t ( 3 ) (i) Jr avrfvrq faRfafor 
dffqfHHRf 3TO Donald fa? H7 $ :— 

1. 5TT.TT.fa. 1241, 5TTHJ (rlO-1979 

2 . 55 rT.TT.fH. 1242 , frrths e 10-1970 

3. 7rr.Tl.fH- 1 243, drfta 6-10-1979 

4. 7TT.TT.fH. 1281, flrffS 12-10-1979 

5 . 7 rr.TT.fH. 430 , mrfTisr is- 4 -so 

6. 7TT.TT.fT. 7 79, HlfOS 26-07-80 

7 ht.ttH. 540 (d), diHr 22 - 9 -so 

S. 7TT.TT.fH. 680, OrffaT 5-12-80 

9. 5TT.TT.fa. 681 (d) fTTfOS 5-12-80 

10. TTT-TT.fH. 682 (d), Hrffa 5-12-80 

11. 5TT.TT.fd. 27(d), TTTTfar 17-1-81 

12 . 7rr.TT.fH. 478 (d), flrtH 6 - 8 - 8 I 

13. 7TT.TT.fH. 62(d), ?rffaT 15-2-82 

14 . 7 rr.TT.fH. 462(41), rrifta 22 - 0-82 

15. 7TT.TT.fH. 510(d), TTlHd 26-7-82 

16. 7TT.TT.pT. 13(d), HKfd 26-7-82 

17. 5TT.TT.fa. 318 (w) TlHH 1-5-84 

18. 7TT.TT.fH. 331(d) HTT>J 8-5-84 

19. 5TT.TT.fd. 460(d) artH 20-6-84 

20. 5TT.TT.fa. 487(31), HffH 2-7-S4 

21. 7TT.TT-fH- 89(d) TTTffaT 16-2-85 

1 22- 5TT.TT.fa. 788(d), dHH 10-10-85 
23- 5TT.TT.fa. 17(d), HtH? 7 - 1-86 

24. dT.TT.fa, 1049(d), drfH 29-5-86 


2 5. 

7rr.TT.fH. 

1060(d) 

, TTrfta 

5-9-86 


2 6- 

5TT.TT.fd 

1115(d) 

f 30-9-86 


27 

5TTTT.fa. 

71(d), 

: 5Ttm 30-1-87 


2 8. 

7TT.TT.fH. 

570(d), 


12-6-87 


2 9. 

5TT.TTT.fd. 

626(d), 


2-7-87 


3 0. 

5TT.dTT.fd. 

792(d), 

niite 

17'9-87 


31. 

7TT.TT.fH. 

371(d), 


14-3-88 


3 2. 

5TT.diT.fd. 

75(d), 


2-G-88 


3 3. 

5Tf.dd.fd. 

675(*T) f 

?irO^ : 

2- 6-88 


3 1. 

5TT.dd.fd. 

67fi(^), 


2-6-88 


3 5. 

5TT.dd.ffT. 

677 (w), 

cl K1 <4 

2-6-88 


30- 

5TT.TT.fa. 

681(1!), 


6-6-88 


37- 

5TT.dd.fd. 

735(^), 


24-6-88 


38 

5TT.dd.fd. 

8l3(w), 


27-7-88 


39. 

5TT.dd.fd. 

944(^) f 


21-9-88 1 


40- 

5TT.TT fa. 

43(d), drtH 20-1-89 (*() 

41. 

5TT.TT.fa- 

44(d), 


20-1-89 

Oifirw) 

42. 

5TT.ddfd. 

100(d), 


14-2-89 

(■Tjtod) 

4 3. 

dT.dd.fd. 

443(d), 


12-4-89 


44- 

dl.ddfd. 

588(d), 

crrftrr 

2-G-89 

(TjfaiRt) 

4 5. 

5TT.ddfd. 

691(d), 


11-7-89 


4 6- 

dT.dd.fd. 

784(d), 


28-8-89 


47- 

5TT.ddfd. 

16(d), 

?rrf^r 

MO-89 


48. 

5TT.dTT.fd. 

731(d), 

MrfW 23-8-90 

49. 

5TT.dd.fd. 

865(d), 


25-10-90 


5 0- 

5TT.dd.fd. 

11(d), 


7-1-91 


51. 

5TT.dd.fd. 

223(d), 


1 9-4-91 


5 2, 

5TT.dd.fd. 

246(d), 


1-5-91 


5 3. 

5Ti.dd.fd. 

30l(d), 

^>sr 

7-6-91 


5 4* 

5TT.dd.fd 

302(d), 


7-6-91 


5 5. 

5TT.dd.fd. 

491(d), 

01^1 C* 

25-7-91 


5 G. 

5TT.dd.1d. 

495(d), 


2 5-7-91 


57, 

5IT.ddfd. 

532(d), 


14-8-91 


5 8. 

5TT.dd.fd. 

626(d), 


14-10-91 


59- 

5TT.dd.fd. 

668(d), 


7-11-91 


6 0. 

5TT.dd.fd. 

730(d), 

sHfar 

10-12-91 


61- 

5TTdn.pT. 

59(d), TTTCfaa- : 

22-1-92 


62. 

5TI.dd.fd. 

305(d), 

dtfH 

4 - 3-92 (dforcr) 

63 

5TT.dd.fd, 

445(d), 

orH 

30-4-92 


64. 

5TT.dd.fa. 

597(d), 

dTTfaf 

17-6-92 


65. 

5TT.dd.fa. 

663(d), 

ttHH 

3-7-92 


66, 

5TT.dd.fa. 

723(d), 

dfafaf 

11-8-92 


67. 

5TT.dd.fa. 

796(d), 

drHd 

1-10-92 


6 8- 

5TT.ddfa. 

877(d) , 

dnffar 

17-11-92 


69. 

5TT.dd.fa. 

904(d), 

cirdrir 

2-12-92 


70. 

5TT.dd.fa. 

923(d), 

urffar 

14-12-92 


71- 

TTT.ddfa 

27(d), TITffW 22-1-93 (df3Td) 

72. 

dT.dd.fa 

28(d), 


22-1-93 
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7 3- 


86(H), 26-2-93 

74 

^T.TT-hT* 

299(h), 3rfar 24-3-93 

7 5- 


373(50. 13-4-93 (^fTW) 

70* 

HT.TT.br 

374(icr), Trfpj 13-4-93 (*fow) 

77 

(TTTT.br 

447(h), Tlffa 10-6-93 (siHi'ld) 

78. 

urTT.br 

658(h), Tlftot 19-10-93 

7 9- 

HTTrbr 

673(h), TrfhT 27-10-93 

8 O' 

^rr.TT-br* 

i 08 (w), sifter 22 - 2-94 

31. 

nTTT-br 

109(h), THta 22-2-94 

82- 

nrTrbr* 

370(H), fil^r 7-4-94 

8 3. 

nm.br 

466(H), ’irrtH 17-5-94 

8 4' 

nrTrbr 

615(h), =41%! 9-S-91 

85 

nrn.br 

659(H) ^1^5 31-8-94 

36 

nr-TTbr* 

676 (h), HFpff 6-9-94 

8 7- 

nm.br 

8ii(h), mAn 14 - 11-94 

8 8. 

nT-TT-br 

812(h). flT7 *‘ raf 14-11-9 4 

S9- 

nm.br 

350(h), -ITfor 7-12-94 

90. 

nrTrbr 

55(H), 7-2-95 

91. 

nrTrbr 

59(h), 7-2-95 

92. 

5rm.br 

93(H), cTTCW 24-2-95 

93* 

nrTrbr 

495(H), iJTTfcl 9-6-95 

9 4- 

mTT.br 

496(h), 9-6-95 

OS- 

nm-br 

493(H), 9-9-95 

96. 

flT. ! fd-bT 

553(H), 20-7-95 


MINISTRY OF HEALTH AND FAMILY 
WELFARE 

(Department of Health) 
NOTIFICATION 

New Delhi, the 14th February, 1996 

G.S.R. 89(E).— 1 Whereas a draft of certain rules 
further to amend the Drugs and Cosmetics Rules, 
1945 was published as required by Sections 12 and 
33 of the Drugs and Cosmetics Act, 1940 (23 of 
1940), in the Gazette of India, Extraordinary, Part 
II, Section 3, Sub-section (i), dated the 24th Feb¬ 
ruary, 1995 under the notification of the Govern¬ 
ment of India in the Ministry of Health and Family 
Welfare (Department of Health) No, GSR 95(E) 
dated the 24th February, 1995 inviting objections 
and suggestions from all persons likely to be aSected 
thereby, before the expiry of forty five days 
from the date on which the copies of the Official, 
Gazette containing the said notification were made 
available to the public ; 

And whereas copies of the said Gazette were made 
available to the public on the 15-3-95. 

And whereas the objections and suggestions recei¬ 
ved from the public on the said draft rules have 
been considered by the Central Government ; 

Now, therefore, in exercise of the powers confer¬ 
red by the sections 12 and 33 of the said Act, the 
Central Government, after consultation with the 
Drugs Technical Advisory Board, hereby makes the 
following rules further to amend the Drugs and Cos¬ 
metics Rules, 1945, namely : — 

1. (1) These rules may be called the Drugs and 
Cosmetics (Illrd Amendments) Rules, 
1996. 


(2) They shall come into force on the date of 
their publication in the Official Gazette* 

2. In the Drugs and Cosmetics Rules, 1945 (here¬ 
inafter referred to as the said rules), in rule 68-A, 
in sub-rule (3), for the words “alongwith the appli¬ 
cation”, the words “alongwith the application and 
the licence (in triplicate) to be granted or renewed, 
duly completed”, shall be substituted. 

3. In rule 122-F of the said rules,— 

(a) in sub-rule (1), for the Explanation, ihe 
following Explanation shall be substituted, 
namely :— 

Explanation.—For the purpose of this rule, “Blood 
Bank” means a place or organisational 
unit or an institution, or other arrange¬ 
ment made by such organisational unit 
or institution for carrying out all or any 
of the operations of manufacture of 
Human Blood Components or Blood 
Products or Whole Human Blood for 
its collection, storage, processing, distri¬ 
bution from selected Human donors.’ ; 

(b) in sub-rule (5) for the words “alongwith 
the application,” the words “alongwith the 
application and the licence (in triplicate) 
to be granted or renewed, duly completed.” 
shall be substituted. 


4, In Schedule A to the said rules, in Form 27-C, 
in item 1, for the words “IjWe ——— hereby 

apply”, the words “I|We —— -hereby apply \ 

the words “I|We --- 0 f -____ 

hereby apply” shall be substituted. 


^ -- - r| I ,r\J 

SHAILJA CHANDRA, Addl. Secy. 

Note : The Drugs and Cosmetics Rules. 1945 as amended 
iipto 1-5-1979 is contained in the publication of the 
Ministry of Health and Family Welfare (Department 
of Health ) containing the Drugs and Cosmetics. 
Act and the Rules (PDGHS-61), Subsequently the 
said rules have been amended by the following noth 
fixations publ'shed in Part U, Section 3. Sub-section 
(i) of the Gazette of India, namely — 


1. G.S.R, 1241 dated 6-10-1979 

2. G.S.R. 1242 dated 6-10-1979 

3. GSR, 1243 dated 6-10-1979 

4. G.S.R. 1281 dated 12-10-1979 
5- G.S.R. 430 dated 19-04^1980 

6. G.S.R. 779 dated 26-07-1980 

7. G.S.R. 540(H), dated 22-09-j 980 

8. G.S.R, 680(E), dated 5-12-1980 

9. G.S.R. 631(E), dated 5-12-1980 


10. G.S.R, 682(E), dated 5-12-1980 


H. G.S.R. 27(E), dated 17-01-1981 

12. G.S.R. 478(E), dated 6-08-1981 

13. G.S.R. 62(E), dated 5-02-1982 


14. G.S.R. 462(E), dated 22-06-1982 

15. G,S.R. 510(E), dated 26-07-1982 

16. G.S.R. 13(E), dated 7-0M983 
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17. G.S.R. 318(E), dated 1-05-1984 

18. G.S.R. 331(E), dated 8-05-1984 

19. G.S.R. 460(E), dated 20-6-1984 

20. G.S.R. 487(E), dated 2-07-1984 

21. G.S.R. 89(E), dated 16-02-1985 

22. G.S.R. 788(E), dated 10-10-1985 

23. G.S.R. 17(E), dated 7-01-1986 

24. G.S.R. 1049(E), dated 29-08-1986 

25. G.S.R. 1060(E), dated 5-09-1986 

26. G.S.R. 1115(E), dated 30-09-1986 

27. G.S.R. 71(E), dated 30-01-1987 

28. G.S.R. 570(E), dated 12-06-1987 

29. G.S.R. 626(E), dated 2-07-1987 

30. G.S.R. 792(E), dated 17-09-1987 

31. G.S.R. 371(E), dated 24-03-1988 

32. G.S.R. 75(E), dated 2-06-1988 

33. G.S.R. 675(E), dated 2-06-1988 

34. G.S.R. 676(E) dated 2-06-1988 

35. G.S.R, 677(E), dated 2-06-1988 

36. G.S.R. 680(E), dated 6-06-1988 

37. G.S.R. 735(E), dated 24-06-1988 

38. G.S.R, 813(E), dated 27-07-1988 

39. G.S.R. 944(E), dated 21-09-1988 (Corrigendum) 

40. G.S.R. 43(E), dated 20-01-1989 (Corrigendum) 

41. G.S.R. 44(E), dated 20-01-1989 (Corrigendum) 

42. G.S.R. 100(E), dated 14-02-1989 (Corrigendum) 

43. G.S.R. 443(E), dated 12-04-1989 

44. G.S.R. 588(E!), dated 2-06-1989 (Corrigendum) 

45. G.S.R. 691(E), dated 11-07-1989 

46. G.S.R. 784(E), dated 28-08-1989 

47. G.S.R. 16(E), dated 10-1-19PO 

48. G.S.R, 731(E), date4 23-8-1990 

49. G.S.R. 865(E), dated 25-10-1990 

50. G.S.R. 11(E), dated 7-1-1991 

51. G.S.R. 223(E), dated 19-4-1991 

52. G.S.R, 246(E), dated 1-05-1991 

53. G.S.R. 301(E), dated 7-6-1991 

54. G.S.R. 302(E), dated 7-6-1991 

55. G.S.R. 491(E), dated 25-7-1991 


56. G.S.R. 495(E), dated 25-7-1991. 

57. G.S.R. 532(E), dated 14-8-1991 
53. G.S.R. 626(E), dated 14-10-1991 

59. G.S.R. 668(E), dated 7-11-1991 

60. G.S.R. 730(E), dated 10-12-1991 

61. G.S.R. 59(E), dated 22-1-1992 

62. G.S.R. 305(E), dated 4-3-1992 (Corrigendum) 

63. G.S.R. 445(E), dated 30-4-1992 

64. G.S.R. 597(E), dated 17-6-1992 

65. G.S.R. 663(E), dated 3-7-1992 

66. G.S.R. 723(E), dated 11-8-1992 

67. G.S.R. 796(E), dated 1-10-1992 

68. G.S.R. 877(E). dated 17-11-1992 

69. G.S.R. 904(E), dated 02-12-1992 

70. G.S.R. 923(E), dated 14-12-1992 

71. G.S.R. 27(E) dated 22-1-1993 (Corrigendum) 

72. G.S.R. 28(E), dated 22-1-1993 

73. G.S.R. 86(E), dated 26-2-1993 

74. G.S.R. 296(E), dated 24-3-1993 

75. G.S.R. 373(E). dated 13-4-1993 (Corrigendum) 

76. G.S.R. 374(E), dated 13-4-1993 (Corrigendum) 

77. G.S.R. 447(E), dated 10-6-1993 (Corrigendum) 

78. G.S.R. 658(E), dated 19-10-1993 

79. G.S.R. 673(E). dated 27-10-1993 

80. G.S.R. 108(E), dated 22-2-1994 

81. O.S.R. 109(E), dated 22-2-94 

82. G.S.R. 370(E), dated 7-4-1994 

83. G.S.R. 466(E), dated 17-5-94 

84. G.S.R. 615(E), dated 9-8-94 

85. G.S.R. 659(E), dated 31-8-94 

86. G.S.R. 676(E), dated 6-9-94 

87. G.S.R- 811(E), dated 14-11-94 

88. G.S.R. 812(E), dated 14-11-94 

89. GtS.R. 850(E), dated 7-12-94 

90. G.S.R. 55(E), dated 7-2-1995 (Corrigendum) 

91. G-S-Rt 59(E). dated 7-2-1995 

92. G.S.R. 93(E), dated 24-2-1995 

93. G.S.R. 495(E), dated 9-6-1995 

94. G.S.R. 496(E), dated 9-6-1995 

95. G.S.R. 493(E), dated 9-6-1995 

96. G.S.R. 553(E), dated 20-7-1995 
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